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public Health Service 


DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug Administration 
3200 Corporate Boulevard 
RockvMe MO 20850 

MAM 8 1998 

Re: K981Q85 

j ^ William M- Townsend Gambro* Water Purification System 

i senior Regulatory Specialist Dated: March 23. 199* 

1 GAMPRO Healthcare Received: March 25, 1998 

! U85 Oak Street Regulatory Class: H 

\ J^cwood, CO 80215-4498 2l * CFR S76.566^/Procode: 78 FDP 


^siCed m accordance with the provisions of the F ™/flC^ era l controls provisions of the Act include 


■1 requirement hwj-^j^^ 

^"^p*-— . as «t ^.^^^^^ASXtio. (FDA) will ^^"-^ 
Part &20) and thai, through pen«hc QS mS P^^,^ rt ^^^action. In addition, FDA may pubhah twthCT 
Sure to comply with the GMP f^^^Se to response to your I^f"^^^ 

submission does not effect any obligation you irngttt nave ramlationa. 
Hectic Product Rrrfiation Control provisions, or other Federal Urwa « re^uona 

Thisletter^allowyauto^ 

of substantial «raivalenc* of your device to a lewdly martrua prcm«i 
thus, permits your device to proceed to the roanset. 



Sincerely yoin^. 


FkD. 


Director, Division of 
ytfxknninaU Ear, Nose 
and RadiolOBical Devices 
Office of Device Evaluation 
Center for Devices end 
Radiological Health 



Enclosure 
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}ABRO Healthcare 

• - — U85 0fl*Sln»t 

Lakwioi. CO 802 1 9.4498 
303.233.6800 

March 23, 1998 


Food and Drug Administration 

Center for Devices and Radiological Health 

Office of Device Evaluation 

Document Mafl Center (HFZ-401 ) 

9200 Corporate Blvd. 

Rockvifle, MD 20850 

Re: 510(k) Notification for 
Gambro* Systems, Inc. 
"Gambro* Hemodialysis 
Water Treatment System" 


Dear Sir or Madam: 

This Premarket Notification is being submitted in accordance^ Section 5<l0<k) of the Food. 
Dni^dCosmefcs Act and 21 CFR Part 807, to inform FDA that we '"tendltonrarfceta 
W^TnXent System for Hemodialysis. This Medical Devils terng su^tedunder 
SsW of thsFDiC Act because we believe that it is ^SSiS^t^Z 
Water Purification Systems for Hemodialysis currently in camrrortsaJ distTbution Brtdcroeof 
<Sm^S?bL£n our system and others in distribution is cor ^ 
notificatioTThis notification was prepared using the following guidance documents, 
published by FDA/CDRH/ODE/DRAERD: 

. Draft Guidance for the Content of Premarket Notifications (Rev. 3/14/95) 

. Guidance tor the Content of Premarket Notifications for Water Rarffication 
Components and Systems for Hemodiaiysis. (5/30/97) 

We consider this notification to be confidential cammerdai 

wSrSTpubBc disclosure of our intent to market the ^J^^^^^^ 
commercial distribution. Within thirtydaysofdewance, we w»B provide a reo^cM 

required, for pubic access through FOI. 

If you have any questions regarding this notification, please feel free to contact me by phone 
(303) 231-4730, or by fax (303) 231-4432. 


Sincerely, 

William M. Townsend 

Senior Regulatory Affairs Specialist 

Gambro* Healthcare, Inc. 
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